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Submitter of 510(k): Tamima ltani, Ph.D.
Baxter Healthcare Corp.

[.V. Systems Division
Route 120 & Wilson Rd.
Round Lake, IL 60073

Regulatory & Marketing Services, Inc. (RMS)
40178 U.S. 19 North
Tarpon Springs, FL 34689

Phone: 813-942-3908
Fax: 813-942-3828
Contact Person: Ed Ransom
Date of Summary: 04/26/96
Trade Name: Baxter Nebulizer Cap
Classification Name: Nebulizer Cap
Predicate Device: Baxter Healthcare Corporation K780406

Device Description/
All blueprints dimension and specifications are exactly

Comparison:
the same in this device as found in the predicate
device. The only change is the aluminum alloy and
the coating. The rest of the device remains the same
as currently marketed.

Intended Use: The Baxter Healthcare Corporation’s Nebulizer Cap is

for use with Sterile Water for Inhalation, USP, in 500
ml, 1000 mi, and 1500 ml plastic bottles, for inhalation

therapy only.
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